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ORIGIN HEW-06 

INFO OCT-01 EUR- 1 2 ISO-OO OES-06 /025 R 

DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:CCK 
APPROVED BY OES/APT/BMP: WJWALSH, III 
DHEW/PHS/OASH/OIH: RFISCHER 
EUR/EX:JLTULL(INFO) 

260123Z 110971/61 

R 251618Z APR 77 
FM SECSTATE WASHDC 
TO AMEMBASSY LONDON 
AMEMBASSY PARIS 
AMEMBASSY ROME 
AMEMBASSY BERN 
AMEMBASSY COPENHAGEN 
AMEMBASSY STOCKHOLM 

UNCLAS STATE 092444 

E.O. 11652: N/A 

TAGS: OGEN, OTRA, ETRD, EIND, TBIO, UK, FR, IT, SZ, 

DA, SW 

SUBJECT FDA REPRESENTATIVES PROVIDING TECHNICAL AND 
CONSULTATIVE ASSISTANCE TO FOREIGN BIOLOGICAL PRODUCT MAN- 
UFACTURERS 

1 . FDA ADVISES THAT DR. SOTIROS D. CHAPARAS, AND DR. 

CAROLYN VARDAGREE OF THE BUREAU OF BIOLOGICS WILL BE IN 
EUROPE MAY 18-JUNE 3, 1977. 

2. FDA REPRESENTATIVES WILL VISIT 9 BIOLOGICAL PRODUCT 
MANUFACTURERS TO DETERMINE IF THEIR FACILITIES AND OPERA- 
TIONS ARE IN ACCORDANCE WITH GOOD MANUFACTURING PRACTICE 
REGULATIONS AND THE PHS ACT 351(C) AND WILL REPORT ANY 
UNCLASSIFIED 
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SIGNIFICANT DEVIATIONS WHICH WOULD HAVE AN ADVERSE EFFECT 
UPON THE SAFETY AND/OR EFFICACY OF PRODUCTS THEY IMPORT 
INTO THE U.S. 

3. ITINERARY AS FOLLOWS: 

MAY 17: DEPART WASHINGTON, D.C. FOR LONDON, U.K. 
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MAY 19: VISIT GLAXO AND TRAVEL TO LYON, FRANCE 
MAY 20: VISIT INSTITUT MERIEUX 
MAY 21: TRAVEL LYON, FRANCE TO ROME, ITALY 
MAY 22: TRAVEL ROME TO SIENNA 

MAY 23-25: VISIT SCALVO 

MAY 26: TRAVEL SIENNA, ITALY TO BERN, SWITZERLAND 
MAY 27, 30: VISIT SWISS SERUM INSTITUTE 
MAY 30: TRAVEL BERN, TO ZURICH 

MAY 31: TRAVEL ZURICH, SWITZERLAND TO COPENHAGEN, DENMARK 

JUNE 1 : TRAVEL COPENHAGEN, DENMARK TO ENGELHOLM, SWEDEN; 
VISIT PHARMACIA, ENGELHOLM; TRAVEL ENGELHOLM TO STOCK- 
HOLM 

JUNE 2: VISIT PHARMACIA UPPSALA 

JUNE 3: TRAVEL STOCKHOLM, SWEDEN TO WASHINGTON, D.C. 

4. ASSISTANCE OF EMBASSY WILL NOT BE REQURED. 

VANCE 
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